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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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DETAILED ACTION 

Claims 1-32 and 37-38 are pending in this application. 

Information Disclosure Statement 

1 . The information disclosure statement (IDS) submitted on 6/19/06 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement has been considered by the examiner. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 29 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. A 
number of factors are relevant to whether undue experimentation would be required to 
practice the claimed invention, including "(1) the quantity of experimentation necessary, 
(2) the amount of direction or guidance presented, (3) the presence or absence of 
working examples, (4) the nature of the invention, (5) the state of the prior art, (6) the 
relative skill of those in the art, (7) the predictability or unpredictability of the art, and (8) 
the breadth of the claims." In re Wands , 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 
1988). 
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(1 ) . Breadth of Claims: Claims 29 is directed to a method of treatment of various 
diseases including Alzheimer's disease by administering to a host in need of such 
treatment a therapeutically effective amount of a compound of claim 1 . 

Scope of Compounds - The scope of the compounds is broad. It is apparent that 
hundreds of millions of combinations of compounds can be created from the definitions, 
owing especially to broad scope of R1 to R9. 

(2) . Direction of Guidance: The amount of direction or guidance is minimal. No data 
on any specific compound is given. No dosage guidance is provided. 

(3) . State of Prior Art: There is no evidence of record that compounds structurally 
similar to these delta amino gamma hydroxy! omega aryl alkanoic acid amide 
compounds are in use for the treatment of Alzheimer's disease or various other 
diseases as claimed. 

(4) . Working Examples: There is no any working example that indicates the inhibition 
of rennin enzyme production, which in return is presumed to treat AD or for the 
treatment of other diseases. There is no biological data for any of the compounds. 



(5). Nature of the Invention and Predictability: The invention is directed to treating 
various diseases including Alzheimer's disease in general. It is well established that 
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"the scope of enablement varies inversely with the degree of unpredictability of the 
factors involved," and physiological activity is generally considered to be an 
unpredictable factor. See In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 
1970). 

(6) . The Relative Skill of Those in the Art: Applicants claim a method of treatment for 
AD, along with other diseases, and this is a very hard to treat disease. The central 
characteristic of Alzheimer's disease is the deficiency in the level of the neurotransmitter 
Acetylcholine that plays an important role in memory. Alzheimer's disease is an 
extraordinarily difficult disease to treat, and has been the subject of a vast amount of 
research. Despite an enormous number of different approaches, the skill level in the art 
is so low relative to the difficulty of task that the only success has come from treatment 
by compounds which are Acetylcholinesterase inhibitors (Aricept®, Cognex®, Exelon®, 
and Reminyl®) a property these compounds are not disclosed to have. 

(7) . The Quantity of Experimentation Necessary: Immense, especially in view of 
point 6, since the inhibition of Ap-peptide production for the treatment of AD has never 
been accomplished. Thus, no guidance from the success of others is available from 
this experimentation. 

MPEP 2164.01(a) states, "A conclusion of lack of enablement means that, based 
on the evidence regarding each of the above factors, the specification, at the time the 
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application was filed, would not have taught one skilled in the art how to make and/or 
use the full scope of the claimed invention without undue experimentation. In re Wright, 
999 F.2d 1557,1562, 27 USPQ2d 1510, 1513 (Fed. Cir. 1993)." That conclusion is 
clearly justified here. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

6. Claims 1 -32 and 37-38 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over combined teachings of Rahuel et al(Chemistry & Biology, 2000, Vol 

7, No. 7, pages 4993-504) and Goschke et al(US 5,606,078). 

Rahuel et al teach structurally similar compounds, composition and method of 
treatment as claimed in herein, see for example, Table 1 , on page 495, compounds 7- 
10. The difference between the reference and herein claimed compounds is that the 
reference has not mad various other compounds encompassed within the instant 
claims. 

Goschke et al is teaching structurally similar compounds as claimed in herein, 
wherein various definitions are broadly described as claimed in herein. See for example, 
column 1 through column 10. 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to modify Rahuel et al by including various subtituents as 
taught by the Goschke et al, because the latter reference is expressly teaching broad 
spectrum of various definitions for the structurally similar compounds as claimed in 
herein, with the reasonable expectation of achieving a successful composition for 
treating various diseases, absent evidence to the contrary. 

1 1 . Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to SHAILENDRA -. KUMAR whose telephone number 
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is (571)272-0640. The examiner can normally be reached on Mon-Thur 8:00-5:30, Alt 
Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Daniel Sullivan can be reached on (571)272-0779. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/SHAILENDRA - KUMAR/ 
Primary Examiner, Art Unit 1621 

S. Kumar 
10/27/08 



